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Kbafc la Claimed. Is : 



§K 1>> A method for sterilizing a biological 

material Jthat is sensitive to ionizing radiation, saidyftiethod 
comprj/^ing: 

(i) reducing the residual solvent content of a 



6- 1 



,qJ^ biological material to a level effective to protec 



said 



biological material from said ionizing radiation/ and 

<ii) irradiating said biological material wi 

So^^t^ j^uitable ip.gjji^ radiation at an effective r/te for a time 



10 (/ effective to sterilize said biological material 



2. The method according 

said solvent is water. 



claim 1/ wherein 



= es:' 

US 

w 



15 



20 



25 



3. The method according to claim 1, wherein 

said solvent is an organic solvent. 

4- The method according to claim 1, wherein 

said biological material is blood >or a component of blood. 

5. The method according to claim 1, wherein 
said biological material is a ESroteinaceous material. 

6. The method according to claim 5, wherein 
said proteinaceous material/ is a component of blood, 

7. The nfethod according to claim 1, wherein 
said biological materia/ is a clotting factor. 

8. Tl(e method according to claim 7, wherein 
said clotting factor/ is selected from the group consisting of: 
Factor II, Factor V, Factor VII, Factor Vila, Factor VIII, 
Factor IX, Factor/x, Factor XIII, Factor XI I la, Von 
Willebrand's Factor and Fibrinogen. 

9. / The method according to claim 1, wherein 
said biological material is selected from the group consisting 
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of: albumin, immunoglobulin A, immunoglobulin G and mixtures of 
one or more immunoglobulins. 

10* The method according to claim 1, Wherein 

said biological material is mammalian tissue or a component of 
5 mammalian tissue. 

11. The method according to claim/l, wherein 
said biological material is a recombinantly-pro<^uced biological 
material. 

12. The method according to claim 1, wherein 
10 said biological material is a transgenic biological material. 

13. The method according t6 claim 1, wherein 
said biological material is a food or a botanical product. 

14. The method according to claim 1, wherein 
said ionizing radiation is gamma radiayion. 

15 is. The method accord/Lng to claim 1, wherein 

said biological material is a carbohydrate or polysaccharide. 

16. The method according to claim l f wherein 

said biological material is selected from the group consisting 
of chitin, chitosan, NOCC-chitosdn and derivatives thereof. 

20 17. The method ^according to claim 1, wherein 

said biological material is a yproduct of cellular metabolism. 

18. The methpd according to claim 1, wherein 

said effective rate is not more than about 3.0 kGy/hour* 

/ ' 
19 . The method according to claim 1, wherein 

25 said effective rate is rrwSre than about 3.0 kGy/hour. 

20. The/ method according to claim 1, wherein 

said effective rate is/ not more than about 6.0 kGy/hour. 
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2^. The method according to claim 1, whferein 

said effective rate is not more than about 18*0 JcGy/hour. 

22. The method according to claim iJ wherein 
said effective rate is not more than about 30.0 kGy/hour. 

23. The method according to clairf 1, wherein 
said biological material is maintained in a low/oxygen 
atmosphere . 

24. The method according to c&aim 23, wherein 
said biological material is maintained in an argon atmosphere. 



.0 



10 25. The method according tto any one of claims 

1-24/ wherein said residual solvent contg^it is reduced by 
lyophilizat ion . 

26* The method according to claim 25, wherein 

said residual solvent content is less/ than about 2.0%. 

15 27. The method according to claim 25, wherein 

said residual solvent content is l$ss than about 1.0%. 

28. The method according to claim 25, wherein 
said residual solvent content igf less than about 0.5%. 

29. The method/ according to any one of claims 
20 1-24 and 2 6-28, wherein ar least one sensitizer is added to 

said biological material prior to step (ii) - 

30. A methdd for sterilizing a biological 
material that is sensitive to ionizing radiation, said method 
comprising: 



25 



Mar-23-00 06:45m Fron-SIB/FtCc 



ill 

in 



liJ 



10 



15 



20 



25 



613-232-8440 



T-939 P. 48/51 F-250 



- 41 - 

(ii) irradiating said biological material/with a 

suitable ionizing radiation at an effective rate for a ytime 
effective to sterilize said biological material. 



31. The method according to claim 

said at least one stabilizer is an antioxidant . 



wherein 



32. The method according to clai& 30, wherein 

said at least one stabilizer is a free radicaly^cavenger , 

33* The method according to olaim 30 , wherein 

said at least one stabilizer is selected frqm the group 
consisting of: ascorbic acid or a salt or/ester thereof, 
glutathione, tocopherol, 6-hydroxy-2, 5,7, fs-tetramethylchroman- 
2-carboxylic acid/ rutin and other flavaAoids. 

34. A method for sterilizing a biological 
material that is sensitive to ionizing radiation, said method 
comprising: 

(i) reducing the residual moisture content of a 
biological material to a level effective to protect said 
biological material from said io/nizing radiation; 

(ii) adding to /said biological material at least 
one stabilizer in an amount Effective to protect said 
biological material from said ionizing radiation; and 

(iii) irrad/ating said biological material with a 
suitable ionizing radiation at an effective rate for a time 
effective to sterilize iaid biological material. 

35. A/method for sterilizing a biological 
material that is sensitive to ionizing radiation, said method 
comprising: 



30 



(i) 

one stabilizer 
biological mat* 



/ adding to a biological material at least 
]k an amount effective to protect said 
ial from said ionizing radiation; 
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(ii) reducing the residual moisture content of 
said biological material to a level effective to protect said 
biological material from said ionizing radiation; and 

(iii) irradiating said biological material with a 
5 suitable ionizing radiation at an effective rate for a time 

effective to sterilize said biological/material. 
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